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CITIZEN PETITION
The\WashingtOQILegal‘Foundation (WLF) hereby submits this
petition under 21 C.F.R. § 10.30 to request that the Comﬁissioner
of Food and Drug withdraw the "Draft:Policy Statement on Industry-

Supported Scientific and Educational,Activitieé,"Vdated November

©19, 1992. Petitioner further requests that FDA formally adopt a

policy that recognizes the important role played by off-labe1 uses

of approved drugs and medical devices in the proper administration

of health care in this country. That policy should state that

.While drug and medical device manufacturers should not label their
products for unapproved . uses, they will not be the subject of
compliance action for facilitating efforts by - health care

professionals to disseminate truthful information about off-label

uses df‘thosexproducts. The policy should also state that FDA will
not interfere with the First Amendment rights of doctors and their

patients to receive such information.. A proposed policy statement

is attached hereto as Exhibit H. T e




FDA's conduct infreéent years suggests that FDA has a strong
aversion to the dissemination of information regarding off-label
uses of drugs and medical devices; that in its "perfect world" FDA
would proﬁibit ali such‘information flow. Petitioner believes, to

the contrary, that off-label uses of approved drugs and medical

devices serve an invaluable function in delivering quality health

care and (when administered under the direction of health_care
professiohals) can offer therapeutic advantages not a&ailable when
limited to FDA-approved labeling.

Furthermore, manufacturefs‘should not be subjeétvto sanction
simply because, in furtherance of their economic self-interest,
they assist in the dissemination of truthful information regarding

unapproVed uses for their products. FDA is authorized, of course,

- to prevent  manufacturers from misbranding their products by

including unapprovedguses on product labels; but FDA has stretched

its "labeling" -authority far beyond anything contemplated by

_ Congress, in adopting the Federal Food, Drug, and Cosmetic Act (the

"FDC Act"), 21 U.S.C, 8§ 301 et seq. Congress did not contemplate;

for example, that FDA would attempt to prevent drug manufacturers

 from distributing to doctors copies of recognized medical

textbooks; yet FDA has done  just that, without so ﬁuch as raising
a question regarding the accuracy of any information contained in
those textbooks.
A. ACTION REQUESTED
FDA published its "Draft Policy on‘Induétrnyuppbrted Scien-

tific and Educational Activities" (the "Draft Policy") in the
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Federal Register on "N‘ovember 27, 1993. See 57 Fed.. Reg. 56412
lattached hereto ‘as Exhibit A). Petitioner requests (as .it
previously did in response to FDA's‘request for comments on the
Draft Policy) that FDA not adoptvthe'Draft Policy in final form.
“Moreover, since the Draft POllCY as the effect of chilling speech
rhat

that is protected by the First Amendment a“d is outside the purview

‘.of ‘FDA" jurisdiction, Petitloner further requests that FDA
formally w1thdraw its Draft Pollcy and refraln from taklng any
‘ enforcement aCthn based on the pollcy or the concepts embodled in
the policy.

Petitioner further requests that FDA formally adopt a pollcy
that recognlzes the 1mportant role played by off label uses of
approved drugs and medlcal dev1ces in the proper admlnlstratlon of
health care 1n thlS country, and that declares that FDA w1ll not
1nterfere 1n ‘non- labellng act1v1t1es of drug and medlcal dev1ce
manufacturers whose effect is to promote -- through the dissemi-

natlon of truthful medlcal 1nformat10n -- off-label uses of
| approved drugs and medlcal dev1ces.' & : *
| B. INTERESTS OF PETITIONERS

WLF is a public 1nterest law and pollcy center with more than
‘100 000 members and supporters natlonw1de. It devotes a substan-_
tlal portlon of 1ts resources to defendlng the rlghts of individ-
uals and bus1nesses to go about the1r affalrs w1thout undue inter-
kference from government regulators. Among WLF's members are
doctors and medlcal patlent who wish to receive 1nformatlon about

off- label uses of FDA approved drugs and medlcal devices, as well




asJ medical patients who ‘wish their doctors to receive such
information. |
| C. STATEMENT OF GROUNDS

Congress adopted the FDC Act in 1938 to regulate the sale of
manufactured drugs to the general'public~ it later‘amended the FDC
“Act to requ:Lre that med:Lcal devices be cleared by FDA before
‘commerc1al sale. Sectlon 505(a) of the FDC Act, 21 U.s.C. 8§
355(a), ’provides that no :"new drugs"‘ may be introduced into
interstate COmmerce unless they undergo testing and are‘approved
as safe by FDA. Section 520 of the FDC Act, 21 U.S.C. § 360j,
imposes similar restrictions on medical devices. |

Once FDA has approved a drug‘or medicai device for intro-
‘duction into 1nterstate commerce,ugits statutory authority to
control dlssemlnatlon. of 1nformatlon regardlng the product is
rather llmlted ' Sectlon 502 of the FDC Act, 21 U.S.C. § 352,
deflnes as “mlsbranded" any FDA-approved drug or medical device
‘that does not bear an‘FDAQapproved label‘which specifies the uses
for which FDA has approved thevdrug or’device, and "adulteration!
or "misbranding" of any Wdrug or mediCal device in interstate
:commerce is prohlblted under §§ 301 (b) and (c) of the FDC Act, 21
U.S.C. S§ 331(b) and (c). But the FDC Act does not grant FDA
authorlty to control what those other ‘than the manufacturer say
babout the proper uses of FDA—approved drugs and medical devices.
U Petltloner recognlzes that FDA is authorlzed to restrict what
'manufacturers have to say about their drugs and medlcal dev1ces to

'Mthe extent that such speech constltutes "labellng" of those




products within the meanlng of § 201( ) of the FDC Act, 21 U. S C.
§ 321(m) Petltloner belleves, however, that in its =zeal to
prevent manufacturer support for dlssemlnatlon of any 1nformatlon
regarding off label uses of their products, FDA has far exceeded

its statutory "labeling" authority -- as well as trammeling the

First Amendment rights of both providers and recipients of that

information.
Those Affected by FDA Policy. Numerous health care providers

and patients have a vital interest in the free-flow of information

regardlng off label uses of FDA-approved drugs and.med1cal dev1ces.

This Petltlon w1ll attempt to hlghllght the 1nterests of just a few

of those 1nd1v1duals
Oncology, the study and treatment of cancer in humans, is a
medical spec1alty in which off 1abel uses of approved drugs is

partlcularlyvprevalent. That 1s so. because drugs approved by FDA

for treatlng one form of cancer in adults often have been found to

' be safe and effectlve (at dlfferent dosage levels) for treatlng the

same form of cancer in chlldren and for treatlng other forms of

cancer. In addltlon phy51c1ans routlnely use oncology agents in
comblnatlons that are not referenced in the FDA approved labellng.

‘Yet, due to the tremendous expense of conductlng the cllnlcal

trlals necessary to obtaln FDA approval for those other uses, drug

' FDA's regulatory authorlty also extends to the regulation

~of "advertisements" for'prescrlptlon drugs: (21-U.S.C. § 352(n)) and

for restricted dev1ces, i.e., hearing aids (21 U.S.C. § 352(q)).
Section 352 (n) requires that advertisements for prescription drugs
include such information -- regardlng side - effects, contraindi-
cations, and effectiveness -- as'FDA mdy prescribe by regulatlon.
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companles often determine that such expendltures are economically
un]ustlfled Even.when separate approval is sought it takes years
to conduct the requ1s1te cllnlcal studles and obtain FDA approval
to change the product labellng.  As a result a significant
percentage of treatment of cancer patlents in this country
Vcons1sts of off label uses of approved drugs (i.e.,‘use of such
" drugs for uses other than, or in a manner other than, those
approved by FDA) . Vlrtually all oncologlsts belleve that the
publlc 1nterest is best served by permlttlng the w1dest pos51ble
dlssemlnatlon. of accurate 1nformatlon. about off label uses of
approved drugs; without such 1nformatlon, oncologlsts are not in
a position to provide their patients”with the best‘possible medical
care. | | | | |
Orthopedlc phys1c1ans are another group with a strong interest
in the free flow of 1nformatlon. about of £ - label uses of FDAr‘
approved drugs and medical dev1ces.‘ A.medlcal dev1ce commonly used -
by orthopedlsts is a bone screw, Wthh is used to treat certaln
‘splnal condltlons, 1n aff1x1ng splnal rods or plates by attachment
‘to vertebral pedlcles. FDA has estlmated that phys1c1ans perform _
50 000 to 70, 000 pedlcle flxatlon procedures annually, for some of
those appllcatlons, pedlcle screws have been shown to be the best-
ftherapeutlc alternative. No company, however, has obtained FDA
. permission to label its dev1ce a "pedicle screw. " Most
orthopedlsts belleve that the publlc 1nterest is best served by
permlttlng the w1dest poss1ble dlssemlnatlon of accurate 1nforma

tiom about FDA approved medlcal devices such as bone screws,




without such informationm, orthopedists>are not in a position to
provide their patients with the bestlpossible'medical care.
Statutory Violations,‘ Section 201 (m) of the'FDC Act defines‘
"labeling" as "a;l,labe;s and other‘written, printe@; oi graphic
matters (1) upon any article or any of 1ts contalners Or wrappers,

or (Z)haccompanylng such art:Lcle."2

 FDA’;egu;at;ohs intended to
implement the agency's labeling authority (21»C;?.R. Part 201) and
ite device labeling authority (21 C.F.R. Parthsol) do not attempt
to expand upon the statutory definition of "labeliné.ﬁ In light
of that statutory definition, Petitioners are at ‘a loss to
understand recent efforts‘ by FDA to brahd‘ as unauthorized
flabeling" certain manufacturer activity that does not fit within
anykcommonly understood definition of that term.

bFor examplehlEQA recently disapproved efforts by a major
pharmaceutlcal company to dlstrlbute to phy51c1ans (free of charge)
a standard medlcal textbook: DevVita, Hellman, ahd. Rosenberg
(eds.), Selected Readings ffomvPrihcigles & Practices of Oncology
(J. B. Lippincott Co., 3rd ed. 1989); See Exhibite B‘and‘C.z' The
textbooks were to be dlstrlbuted at a neetlng of the Amerlcan

‘Society of Cllnlcal Oncology. - AJthough the textbooks dlscussed

off-label uses of‘the“pharmaceutlcal company's products,:the books

2 The FDC ‘Act further defines a "label" "a display of

‘written, printed, or‘graphlc matter upon the 1mmed1ate contalner
”of‘ahy‘article.j; ."FDC Act § 201(k), 21 U.S.C. § 321(k).

3 Exhlblts B and -C have been redacted to remove all
references to the pharmaceutlcal company in question. Petitioners

‘assume, however, that FDA can verlfy the authent1c1ty of these
‘documents from its own files.
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were not "adcompéhying" any.of those products; indeed,'noné,df the
company's producté were available at'the meetihg. ‘While Kordel V.
Uniﬁed States; 335 U.S. 345 (1948), held that the wofd "accom-
panying" as uséd iﬁ‘§ 321(m) is to be defined broadiy, Kordel sti;l
required that”there be some substantial relationship between a
'pfoduct and théiwritten{mattér alleged to constitute "labeling" for
thé?FproduCﬁ. Acéofdingly,'FDA‘s claim that distribution of the
textBooks constituted "labeling® is clearly at odds with 21 U.S.C.
§ 321(m)'s definition of that term.” |

‘FbA's November 1992'"Draft’Policy“‘ddes further violence to
ﬁhe gstatutory défiﬁition of "labéling." The Draft, Policy in effect
tréats all corpcrate-sponsoréd scientific and educational prpgramsA
as "labeling," and‘then estaﬁlishes‘"safe hafborS“ within which a
comban& is not likely to face enforcement action.’ That definition

is totally at odds with the statutory definition of "labeling":

4 ppA Compliance Policy Guide (CPG) 7153.13 (Rev. 8/31/89),
entitled "Seizure of Books that Constitute Misleading Labeling"
(Exhibit D), concedes that printed material does not constitute
"labeling" unless it actually accompanies the drug or medical
device that it purports to label. However, CPG 7153.13 provides
little wuseful direction regarding FDA's interpretation of
"accompany"; the CPG states opaquely and ungrammatically, "Although
all accompanying materials constitute labeling, the extent to which
they ‘accompany' it may be direct or indirect." = ‘

> We do not understand FDA to be attempting to base its Draft
Policy on its statutory authority to regulate prescription drug

advertising under 21 U.S.C. § 352(n). For one thing, the Draft
- Policy purports to cover. all therapeutic and diagnostic products

(human and animal drugs, biological products, and medical devices),

not simply prescription .drugs. Moreover, the definition of
"advertisement" apparently contemplated by § '352(n) could not

easily be stretched to cover industry-supported scientific and

educational activities; indeed, § 352(n) appears.to limit the term

"advertisement" to written materials only.
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"311 labels andvothejr written, printed, or graphic matters (1), upon
any article or any of its containers or wrappers, or (2)
accompanying such article." 21 U.S.C. § 321(m) Oral speeches
given at sc:.entific and educational programs cannot - be termed
"labeling " because they are not "labels and other written, printed
or graphic matters." ’

Moreover, FDA certainly cannot claim t"hat discussions among
scientists and medical professionals regarding their findings
relating to non-El'DA-approved_ uses ’of , adrug or medical device
1ntr1ns:.cally constitute "labeling“ for the product in quest:Lon.
Indeed, the free flow of 1nformation lS v:Ltal to the advancement
of medical science and patient welf-a-re. ‘I‘hat being the case, we
- fail to see how such discussions are converted to "labeling" the
moment ,_that a manufacturer supplies financial support for the forum
at which such discuss:Lons take place Furthermore, there is no
statutory support for the Draft Guidelines' attempt to impose a
taint on the statements of everyone who speaks at a scientific or
educational program s:mely because FDA has deemed the program
itself to be 1nsuff1c1ently independent of a financ:Lal backer. A
,speaker at such a program Without any ties to a manufacturer cannot
be deemed to be speaking on behalf of the manufacturer (such that
FDA would cons1der his or her statements to constitute "labeling")
s:mely because he or she recommends off-label uses of the company's
product. -

" While Petitioner finds the Draft Policy highly objectionable

ffand request that 1t be Withdrawn,‘ Petitioner is_even more concerned




by a series of Warning Letters tﬁat FDA issued in August 1993. The
Warning Letters ihdicate that FDA is not even willing to abide by
the "safe harbor" provisions‘contained in its own Draft Policy.
The'letters all concerned medical educationallprograms held earlier
this‘year in Florida aud St. Louis entitled, "Pedicle Fixation of
the Lumbar Spine and other Advanced Techniques.“ ‘Although many
FDA cleared devices are belng used in pedlcle fixation procedures,
FDA has not approved the1r use for pedlcle fixation. Thus, the
Florlda and St. Louls educatlonal programs focused on an off-label
use. ) FDA has ‘givep. nok indicatien that it believes that the
prOgrams’failed to come within the Draft Poliey's "safe harbor" for
“independenth educational actiuities%f Nonetheless, FDA stated in
its Warning‘Letters (sent to‘se&en of the numerous pedicle screw
manufacturers who‘partiéipated\in'the‘programs) that participation
in the‘prégraﬁs constltuted "misbranding" of the medical devices
andl'"adulterated“ each manufacturer's entirev stock of pedicle

screws.

. -

What terrible mlsdeeds had the pedlcle screw manufacturers
commltted to warrant thelr recelpt of company-threatenlng warnlng
letters?k lﬁ general, FDA alleged that: (15 the manufacturers
‘supplied sampleslof tﬁeir_produet for use duringﬁtraining sessions

at the programs; (2) the manufacturers provided information

& The Warning Letters gave each manufacturer 15 days to

correct its violation. Failure to do so would have risked closure
~of the manufacturer's business and seizure of its entire stock of
medical devices, plus civil penaltles. A copy.of one gf the
pedicle screw warning letters is attached hereto as Exhibit E.
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regarding their product; and/or (3) doctors affiliated with the
manufacturers participated in demonstrations of spinal fixation of
pedicle screws. In the absence of any FDA allegation that the
Florida and St. Louis programs were mnot "independent" of
manufacturer control or that the products of one manufacturer were
‘favored over those,ofvother'manuﬁacturers, the manufapturers appear
'tdfﬁéve been in full compliance with FDA's Draft Policy.’

'FDA's decision to send out Warning Letters despite a lack of
evidence of noncompliance with the Draft Policy is another strong
indication that FDAJs_principal_motivationtis to eliminate all off-
label use of approved drugs and medical devices, or at least the
dissemination of information about -off-label use. 2s Petitioner
has noted, off-label use of approved drugs and devices is pot an:
evil to be tolerated but rathérkis an important ingredient in the
delivery of quality health care. For example, pedicle fixation is
the only recognized treatment of certain spinal abnormalities; by
taking steps to_p:event,such treatments, FDA is standing in the way
of quality health care delivery. Moreover, FDA clearly lacks the
statutory authoritykto,také‘such‘steps, since manufacturers that:
(1) supply samples of their medical devices for use at educational
nprograms{ and (2) supply affiliated medical doctors to demonstrate
-off-label uses of their devices cannot -- under any stretch of the

statutory term -- be said to be engaged in "labeling" activity.

7 Since FDA 1ssued the Warnlng Letters, FDA officials have’

';ndlcated that the agency is working on yet another limitation on

~the dlssemlnatlon of 1nformatlon. . Those llmlts would apply to
teachlng and training.
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In sum, FDA consiStently has exceeded its statutory authority
in attempting to prevent dissemination of information regarding
off-label uses of approved drugs and devices. FDA should withdraw
its Draft Policy and issue a new policy -that recognizes the

important role played by off-label uses of approved drugs and

lmedlcal devices in the proper administration of health care in this

country. The. new policy should make clear that FDA will not
autempt to interfere with manufacturer distribution of medical
textbooks to doctors and will not regulate industry~supportéd
scientific and educational programs other than to ensure they do
not include éctualvlabeling activity.

Constitutional Violations. ..In attempting Eo_ suppress
discussiou‘of‘offFlabel’uses.Of FDA-approved products, FDA is not
merely acting in éxceSs‘of its statutory authority. It is also

Qiolating the First Ameéndment rights of manufacturers and doctors

‘to disseminate truthful information and the First Amendment rights

of doctors and patients to receive such information.® Petitioners
request that FDA cease Such‘First Amendment violations immediately
and adopt a policy that makéé clear that FDA will hereafter respect
First. Amendment rights.

To the extent that statements regarding off-label uses

‘constitute noncommercial speech, they are totally off-limits to

8 The Supreme Court has made clear that the First Amendment

protects both the right of purveyors of information to speak and

the right of their audience to receive 1nformatlon,‘ Virginia State
" Board of Pharmacy v. Virginia Citizens Consumer Coun011 Inc., 425

U.S. 748, 756 (197s6).
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FDA regulation.’

Regulation of noncommercial speech is permissible
only under very liﬁited circumstances not breseht in cases
involving discussions‘ofvoff-label uses Qf FDA-approved products.
Any attempt to prohibit such speech in‘a noncommercial context -

would invqlve_regﬁ;ation based on the content of the speech, and

" content-based regulation of noneommercialﬁspeech is virtually never

pefﬁissible under the First Amendment. See, e.g., Ward v. Rock

Against Racism, 491 U.S. 781, 791 (1989). Much of the speech that

'FDA is attempting to regulate is noncommercial speech because it

is not wuttered for the purpose of ‘'proposing a commereial

° For purposes of First Amendment analysis, the U.S. Supreme

"Court has differentiated between noncommercial and commercial

speech. The Court has defined commercial speech as speech that.
"propose[g] a ‘commercial transaction." Board of Trustees of '‘State

Univ. of New York v. Fox, 492 U.S. 469, 109 S. Ct. 3028, 3031

(1989); Central Hudson Gas & Electric Corp. v. Public Service
Comm'n of New York, 447 U.S. 557, 562 (1980); V1rg1n1a State Board
of Pharmacy, 425 U.S. at 762. All other speech is classified as
noncommercial speech. Speech that does not propose a commercial

“transaction- does not 1lose its noncommercial character merely
‘because it is uttered by a corporation (First National Bank of

Boston v. Bellotti, 435 U.S.- 765 (1978)), or is uttered for &
profit. See Fox, 109 S. Ct. at 3036 (prov1d1ng tutoring services,

" legal advice, and medical consultation 'for a fee do not constitute

commercial speech because they do not propose a commercial trans-
action, even though they consist of speech for a profit); Bolger
v. Youngs Drug Products Co;p , 463 U.S. 60, 67 (1983) ("the fact

" that Youngs has'aneconomic motivation for malllng the pamphlets

[discussing use of contraceptlves] would clearly be insufficient
by itself to turn the material into commercial speech"). While the
Supreme Court tolerates somewhat greater government restrictions.

" on commercial speech than on noncommercial speech, the Court has
- made clear that commercial speech is nonetheless entitled to sub-

stantial First Amendment protectlon. See, e.g9., City of Cincinnati

v. Discovery Network, Inc., 113 S. Ct. 1505, 1514-16 (1993). The

United States Court of Appeals for the Tenth Circuit . recently
struck down a federal law that prohibited listing alcohol content
on beer labeling, on the ground that the statute violated the Flrst
Amendment rlghts of beer manufacturers. Adolgh Coors ~Co.
Bentsen, _ F.2d ___ (10th Cir., Aug. 1993).

i3




transaction." biscové;z Network, 113 S§. Ct. at 1513. While
manufacturers may have an eConbmic motivation in disseminating
scientific‘infbrmatiOn fegarding the usefulness of their products
(and/or in subsidiiing'the efforts of others to disseminate such
information);“the absence of any explicit or implicit proposition
‘of a coﬁtmercial transactioriu takes speec\h out of the realm of
céﬁﬁércial speech and thus out of the realm of virtually ali FDA
regﬁiation.‘ ;g; B

But even if one aséumes that the speeéh that FDA is attempting
to reguléte is commefcial speech, FDA's actions still violate First
Amendment norms. The government may regulate commercial speech
that‘isuneither faléé nor relaEed to'an unlawful activity only upon
é showingrthatgr‘(l) the govérnménpkhas a "substantial" interest
‘that it seeksvto7achieve}~(2)‘the_iegulatipn'direc;lykadvances;the
‘ aéserted‘ihterest:uand (3) the regulatioﬁ‘isuno'mdre eitensiVe>than

necessary to serve that interest. Central HudSbh Gag & Electric

- Corp. v. Public sérVices Comm'n of New York,‘447”U.S{‘557; 566
(1980).  fDA's‘tréétmehﬁwof,the off-labél»uée issué»suggests that
FDA has not even considered the First Amendment implications of its
cdhduct; yét, a briefyreQiew of théjééntra1 HudsQn test strongly
‘ sﬁggests that FDA‘S>éonduct‘fails'that‘teét.

U ' First, we do not understand FDA to be claiming that off-label
.userof FDA—approvéd‘drugs ié illegal; ih fact,}FDA has repeatedly
stated the oppbsite{ Nor have FDA's recent enforcement actions
been prédicated'On the;acéuracY of the infdrmétion. Rathef, FDA

is challenging théﬁinformation bécause‘it discussesnan off.-label
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use. ,Secohd,4while FDA has a substantial’interest in the“labeling.,
of drugs and medical deviceé, its recent regulatory aqtivities do
not directly advance that interest because the manufacturer conduct
that it has been targeting (such as distribution of medical

textbooks to doctors and timely discussion of medical and

‘scientific information in the context of professional meetings

befére highly knowledgeable augiences) cannot be termed "labeling®
undet any commonly understood‘def%nition of that word. |
Finally, even if there were valid public health reasons for
attempting to cohtrol the activities ;hat FDA has beeh targgtiqg,
FDA's attempts at regu;ation‘have been far more extensive than
neceséary}to achieveviﬁs bﬁrpqses. ‘For gxample,_FDA could require
‘that any industry-supported discussion of off-label uses includé

a warning that FDA has not approved the use being discussed. 'In

the context of audiences consisting of trained'nedical profés-'

siqnals,'such'él‘disclaimer requirement would ensure that FDA-

approved drugs and devices are not put to off-label uses without
‘a careful analysis of the pros and cons of doing so. Since FDA's

_interest in regulating the labeling of drugs and medical devices

is fully vindicated by such a disclaimer requirement, FDA's

current, far more restrictive regulatory regime cannot pass First

' ‘Amendment muster under the final prong of the Central Hudson test.

Consequences of FDA's Actions. Petitioner's objections to

FDA's conduct are not based on an abstract interest in seeing that

. First Amendment and statuﬁory no:ms'aré adhered'to. Rather,

~ Petitioner is filing this Petition because of its belief that FDA's

- , ’ 15




Dt e e o TS TS A B TR ST e wn cmanlted Al el e s DTS e £ T T B T

conduct is interfering with the delivery of effective health care
in thisg country.

The treatment of cancer in children well-illustrates our
concerns. Exhibit F is a September 10, 1992 letter to FDA from the
Childrens Cancer Group; the letter describes the roadblocks éhat
'FDA's policies‘havé'pladed in the path of treatment of childhood
cgﬁzérs.k THe incidence of cancer among infants and children is
very\low in comparison to the incidence of cancer among adults.
Accordingly, it is not economically feasible for a company that
has"developed. a cancer drug- to undertake the extremely time-
consuming and expensive clinical trials necessary to obtain FDA
apprdval for adminiStéfihg the drug to children. As a result, many
dfugs that reach the market based on demonstrated efficacy against
adult Canceré never adquire FDA-approved labeling for pediatric
use. Nonetheless{‘sﬁch drugs are frequently found by pediatric
6ncologi5ts to be highly effective against the dancerskof children.

But as a result of FDA's restrictions on publicizing off-label
uses of FDA-approved drugs, information regarding such findings
bften is\deiaYed in feaching other physicians who are treating
iCHildhood cancers. §uch delays are a cause fcr‘serious concern,
given that the life of childreri with cancer may hang in the
balance. Even'though the incidence'of'cancer in children is low
:in comparison to cancer in adults, cancer nonetheless is the major
‘medical cause of death from the age of one -through adolescence.
Moreover, effectivé tréatmeﬁtiof one childhood cancer saves, on-

average, far more years of life than effeCtiVe»treatmentﬁpf one
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adult cancer. The cure of a. Chlld salvages almost an entire

lifetime, In light of the urgent need to ensure that pediatric
oncologists receive timely 1nformation regarding drugs found to be
effective in treating childhood cancers, there is no justification

for FDA's efforts to prevent the dissemlnation of that 1nformatlon

v- - particularly when FDA makes no claim that the 1nformation being

dissemlnated (through medical textbooks and through sc1ent1fic and
educational gatherings attended solely by trained professionals)
is in anf‘wa? inaccurate;
- | D. ENVIRONMENTATL, IMPACT
Petitioner claiﬁs‘a categorical exclusion under 21 C.F.R. §
25.24(a) (1.

E. ECONOMIC IMPACT

Petitioner will submit information upon request of the

Commissioner; Petitioner believes that the issuance of the Draft

Policy in final form -- a policy that curtalls and w1ll continue

to curtail the availability of accurate medical information -- will
raise health care costs and have harmful economic impact on
patients and their doctors. Conversely, granting this petition,
Petitioner believes, would result in the more effective use of

available therapies and therefore have a favorable economic impact.

1 The median age at diagnosis of children with cancer is 6,

while the median age at diagnosis of adults is 67. The number of
children diagnosed with cancer annually in this .country places over
300,000 years of potential life at risk.
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'¥. CERTIFICATION

The undersigned certify‘that,”té the best of the knowledge and
pelief of the undersigned, this Petition includes all information
and views on which the Petition relies, and that it includes all

representative data and information known to the Petitioners which

) B

Daniel J.Zopecy/
General unsel

fofwo

Richard A. Samp
Chief Counsel

.are unfavorable to the Petition.
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. o S (202) 588-0302
cc: ' Commigsioner David Kessler

- Secretary Donna Shalala




